
of data collected during the validation step, and 

- a step of processing of tt^4^^_-^^ the different 

validation ^ sfrej gs, to issue/ Jfetf certif ication^ 0CF\ of a 
preparation carried out according to the stand ardf operatring 
progjedure and/or a list /of t he-_anQmali,es detected during this 
preparation. 

laim 2 (amended) The process according to claim 1, wher^h 
idation of the final certification is conditional on £fe^ inpu t 
idaf^" pas sword with a computer, 
Claim 3 (amended) The process according to claim 1, 
implemented in a data processing syst^ffT, wherein with each 
validation step is associated at leasj^one screen P a< 3^/^j^ 





PO: the screen page which 
PEI: screen page corre 

i s 

EP: title 

EA: retrosi^^ctive analysis screen page 
EC: certification screen page 
EI: ^/anomalies screen page 



the process operator 
to a stage of process number 



»ch can be accessed on a display means of at least one 
Trpni-pr &Qjri4e^tnon conrrecrt'ed Lo ^cira aata processing systerrrr*^ 



^ ^^7 Claim 4 (amended) The process according to claim 3, wherein 
each scrveen page comprises a coded identification field for a 
. patient wn^ich matches a batch of samples subjected to the standard 

operating procedure. 
b r^^y Claim 5 (amended) The process yrfccording to claim 1 wherein 




e exit fr:om certai n stages (RA) 

— WfFfZZTo^*, 

printing tjie screen pages (EA^ corresponding to these stages. 



said process is conditional on 



Cl^im 6 (amended) The process according to claim 1 
in/plemenVed in a preparation laboratory receiving therapeutic kits 
from at Iteast one operational entity (EX) , wherein it further 
comprises stages for monitoring the transfer of these kits. 

Claim V (amended) The process according to claim 1 
implemented In a preparation laboratory which deals with a 
cytapheresis service, wherein it further comprises stages for 
monitoring the receipt of cytapheresis pouches. 

triaim 8 (amended) The process according^-fe<r^claim 1 
lemented in a preparation labora±^£^-whTciTdeals with a control 
/laboratory, wher^ijar-drt-^fur^ composes stages for processing the 

/ AM 

Claim 9 (amended) A system for the processing of information 
used for the management of quality in a therapeutic process of 
claim 1 comprising: 

- for each functional step, a means of sequential and 
conditional validation (VA) of said s€ep, jthe passing from one 





validation step to the following y^lidatLqJi step being conditional 
on the results of the processing q£^Hfa collected during this 
validation step, and 

- a means of processing of the data collected in the different 

J? 

validation steps, /to issue final certification (CF) of a 
preparation caroled out according to the standard operating 
procedure and/br a list of thU f/annmalies detected during the 




tioi^. 

im 10 (amended) A system according to claim 9, implemented 
a preparation laboratory, wherein it is further Re signed to 
execute m^naqpmfint^taaks of a preparation laboratory number n 
w ithin this laboratory. 

Claim 11 (amended) A system according \j£o claim 9, wherein it 

is connected to a communications network/in order to exchange data 

r / 
with other entities : /treatment centeers nunter n^ cytaph^resis 

services number n, collection ce^'^rfiunlBer n, bacteriological 

testing laboratories involved Jm a therapeutic process 



Claim 12 (amended) Application of the proces s 'and o f_ the 
AJ^6 COM "/ 

information processing system used for quality management according 



to claim 1 to cell therapy protocols. 



Claim 13 (amended) Application of the process and of _the 
information processing system used for quality management according 



to claim 1 \ip gene therapy protocols 
(a 

quali^ management system according to claim 1, allowing ongoing 



Cla.j*m 14 (amended) Application of the process and of the 



twining of the operator and/or the monitoring of his or her level 



REMARKS 



Reconsideration of this application is requested in view of 
the amendments to the claims and the remarks presented herein. 



The claims in the application are claims 1 to 14. With 
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